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ViA FACSIMILE

Dockets Management Branch (HFA-303)
Food and Drug Admimstrarion

$630 Fishers Lane, Rm 106!

Rockville, MD 20852

Re:  Over the Counter Drug Producrs; Public Hearing (Docket No. 0ON-1256),
Reques 1o Paricipare

Dear Sir or Madam

We have reviewed the notice of the above-mentioned public hearing, and respectfully
request the opportunity 1o participate in the heanng scheduled for June 28-29, 2000 Arthis
time, we do not intend to participate on behalf of any particular company Rather, we wish 1o
offer more penera) insighrs regarding the OTC monograph system based on our prior experience
representing clients in this area, and given Mr. Pinco’s past experience at FDA in the early
development of the OTC monograph process

In parucular, we wish 10 comment on the following issues’

* The changing focus of the OTC Review from its original purpose,

* The need for expansion of the OTC Review 1n light of world harmonizanion efforts,
*  Possible mechanisms for imely review of OTC ingredient peutions,

* The role of stakeholders in the development of FDA regulatory policy

OON-1256 APE bb
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We anticipate thar these issues can be covered in approximately 13 minutes If you have

any questions or need further information, please feel free to conracr us at the following
numbers Robert Pinco 887-4070, Mary Johnson 887-3388. After June 15, 2000, please contact
us at the law firm of Buchanan Ingersoll, 1776 K Street, N W | Sre. 800, Washingron, DC 20006,

phone 202-452-7900

We appreciate the opportunity to participare in the hearing, and look forward 1o a
thoughrtful and productive discussion.

Mary :Iphnson
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Name Company Name Facsimile Number Company Number
Dockers Management Food and Drug 301-827-6870 301-594-5400
Braoch (HFA-303) Administraron
FROM: Mary L. Johnson PHONE: 887-4588 FLOOR: 12
RE:
i Comments/Special Instructions
CLIENT/MATTER NO. 079996..1443
USER ID SECRETARY: Sharon Jacksun EXT: 52493

£X) Return fax via lateroffice Mail

[C] Hold fax for pickup Fax Operajor Verification:

[_J Amention Akin, Gump fax operator, please call anomey at home if there are any prablems fransmutting this document.

The informatien contalnea mn this facsimile message is attorneychent privileged and configental, and is intended oniy for the use of the
indiviqual or entity named abova. If the reader of this message 1S not the intended recipient, or the empiayee or agent responsiple to dshver it
1o the niendeq recipient, you are hereby notified that apy disseminaton, distribulion of copying of this communication is sthctly prohipiteq.
If you have received this communication in efrof, please notify ws immediaiely by elepnone, and return the onginal message 10 us at the

abowe addrass via the U.S. Pastal Service.

If there are any problems during this transmissian, call our office at 202-887-4108 or 202-887-4256.



